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Claim Objections 

1 . Claim 8 is objected to because of the following informalities: The claim does nto 
have a "." at the end of the claim. Appropriate correction is required. 

2. Claims 16 and 19 are objected to because of the following informalities: "users" 
should read as "user's". Appropriate correction is required. 

3. Claim 18 is objected to because of the following informalities: "your email 
account" should read as "an email account". Appropriate correction is required. 



Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claim 2-5 and 8-19 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Regarding Claims 3 and 4, the claims disclose a wireless device that allows 
"programs to be downloaded to the processor". It is unclear to the Examiner how a 
computer program can be downloaded to a processor, since the processor does not 
have any memory for storing computer programs. Furthermore, amended claims 2-5 
and 8 incorporate "the processor having instructions". It is unclear how a processor 
would have instructions, since processors only process data and run computer 
programs. In order to have a device that has a processor, the device must also have a 
memory for storing at leas tone computer program to operate the device. Therefore, it is 
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unclear how a processor would have instructions stored therein, since a processor does 
not store computer programs. 

6. Claim 5 recites the limitation "the penetrating member driver" in line 8. There is 
insufficient antecedent basis for this limitation in the claim. 

7. Claim 12 discloses the use of the 1394 IEEE protocol. The 1394 IEEE protocol 
was first introduced in 1995 as IEEE Std. 1394-1995, then the IEEE Std. 1394-1995 
was amended in 2000, 2002 and 2006 to become IEEE Std. 1394a-2000 amendment, 
the IEEE Std. 1394b-2002 amendment, and the IEEE Std. 1394c-2006 amendment, 
respectively. On June 12, 2008, all these amendments as well as errata and some 
technical updates were incorporated into a superseding standard IEEE Std. 1394-2008. 
It is unclear to the Examiner exactly which 1394 IEEE protocol the Applicants are 
attempting to claim. 

8. Claim 12 contains the trademark/trade name Bluetooth. Where a trademark or 
trade name is used in a claim as a limitation to identify or describe a particular material 
or product, the claim does not comply with the requirements of 35 U.S.C. 1 1 2, second 
paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope 
is uncertain since the trademark or trade name cannot be used properly to identify any 
particular material or product. A trademark or trade name is used to identify a source of 
goods, and not the goods themselves. Thus, a trademark or trade name does not 
identify or describe the goods associated with the trademark or trade name. In the 
present case, the trademark/trade name is used to identify/describe a wireless 
transmission protocol and, accordingly, the identification/description is indefinite. 
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9. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

10. Claims 2-5 and 8-19 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Claims 2-5 and 8 have been amended to 
incorporate the limitation "the processor having instructions... for determining that a 
penetrating member has contacted a skin surface". The current specification fails to 
support this limitation. 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. Claims 2, 3 and 5 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Bylund et al (2003/021 2379 A1 ) in view of Aceti et al (2003/01 53900 A1 ) in view of 
Sahay et al (4,442,972). 

Bylund et al disclose a means for monitoring analytes and further disclose a 
housing; a penetrating member in the housing; a display in the housing; a processor 



Application/Control Number: 10/574,373 Page 5 

Art Unit: 3736 

driving the display, wherein the processor runs software that is modifiable to provide a 
variable user interface on the visual display; and a series of buttons on the housing for 
changing lancing settings shown on the display (the buttons on the housing can be used 
to turn the device on and off, thereby controlling the lancing settings). See whole 
document, in particular, Paragraphs 0070-0073. 

Bylund et al however fail to disclose a plurality of penetrating members; a 
processor for controlling the penetrating member driver; and a wireless communication 
device allowing programs to be downloaded to the device by wireless communications. 

Aceti et al, as discussed above, disclose an automatic means for obtaining fluid 
for analyte analysis and further disclose a plurality of penetrating members; a processor 
for controlling the penetrating member driver; and a wireless communication device 
(PDA) allowing programs to be downloaded to the device by wireless communications. 
See Figures 1 , 3, 5-7 and 27; and Abstract. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the means of Bylund et al to use a plurality of penetrating 
members, a processor to operate the driver and a wireless communication device for 
downloading programs wirelessly, as per the teachings of Aceti et al, since it would 
provide an automatic and programmable means for penetrating he skin and obtaining a 
fluid sample. 

Bylund et al and Aceti et al however fail to disclose the display having at least 
one visual indicator positioned next to a corresponding marking on the housing. 
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Sahay et al, as discussed above, disclose a programmable digital thermostat and 
further disclose the display having at least one visual indicator positioned next to a 
corresponding marking on the housing. See Figure 3. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the combination of Bylund et al and Aceti et al to include 
corresponding indicators on the housing adjacent to the visual indicator, as per the 
teachings of Sahay et al, since it would provide a means of displaying information on 
the device without requiring a large display. 

13. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Stevens 
et al (2004/01 76705 A1 ) in view of Aceti et al (2003/01 53900 A1 ) in view of Luna et al 
(2002/01 23335 A1). 

Stevens et al disclose a integrated lancet and PDA system and further disclose a 
housing; penetrating members positioned in the housing; an analyte detecting member 
coupled to the sample chamber, the analyte detecting member being configured to 
determine a concentration of an analyte in a body fluid; a visual display on the housing; 
a processor driving the visual display, the processor runs software that is modifiable to 
provide a variable user interface on the visual display; and a wireless communication 
device allowing programs to be downloaded to the processor by wireless 
communication. See Paragraphs 0012, 0024-0026, 0028, 0029, 0032 and 0038. 

Stevens et al however fail to disclose a plurality of penetrating members, and a 
driver coupled to the penetrating members; and using a sample size of less than 1 uL. 
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Aceti et al disclose an ambulatory analyte monitor and further disclose a plurality 
of penetrating member sin the housing; a penetrating member driver coupled to the 
penetrating members; and the analyte detecting member being configured to determine 
a concentration of an analyte in a body fluid using a sample of less than 1 uL of a body 
fluid disposed in the sample chamber; a visual display on the housing. See Paragraphs 
0104, 0106, 0137, 0143 and 0163; and Abstract. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the means of Stevens et al to include the use of a 
plurality of penetrating members and a sample size of less than 1 uL, as per the 
teachings of Aceti et al, since a smaller sample size requires less time to measure the 
analyte concentration while being less painful to the user. 

Stevens et al and Aceti et al however fail to disclose the use of a screensaver on 
the display. 

Luna et al discloses the use of a screensaver on a computer. See Paragraph 

0027. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the combination of Stevens et al and Aceti et al to include 
the use of a screensaver, as per the teachings of Luna et al, since it is well known to 
utilize screensavers on computer devices to protect the screen while the device is not in 
use. 

14. Claims 6 and 7 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Aceti et al (2003/01 53900 A1 ) in view of Britt, Jr. (2001/0037355 A1 ). 
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Aceti et al, as discussed above, disclose an analyte monitor, and further disclose 
the analyte monitor is a handheld device. See at least Figure 27. 

Aceti et al however fail to disclose downloading software to the device. 

Britt, Jr. discloses a system that allows the device to download software. See 
Paragraphs 0026-0028. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the device of Aceti et al to include the ability to download 
software, as per the teachings of Britt, Jr. since it is well known that networked devices 
have the ability to download and upload information through a network. 
1 5. Claims 8-20 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Bylund et al (2003/021 2379 A1 ) in view of Aceti et al (2003/01 53900 A1 ) in view of 
Ware et al (2002/001 9747 A1 ). 

Bylund et al, as discussed above, disclose an analyte monitoring means and 
further disclose a housing; a display on the housing; a penetrating member in the 
housing; a processor driving the display; and a variable user interface on the display; 
the monitor includes a keyboard on the housing; and the use of audio alerts, visual 
alerts or email alerts to an email account due to missing a certain number of testing 
events. See whole document, in particular, Paragraphs 0069-0073. 

Bylund et al however fail to disclose a plurality of penetrating members in the 
housing; a penetrating member driver; a processor for controlling the penetrating 
member driver. 
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Aceti et al, as discussed above, disclose an analyte monitor and further disclose 
a plurality of penetrating members in the housing; a penetrating member driver; a 
processor for controlling the penetrating member driver. See Paragraphs 0104, 0106, 
0137, 0143 and 0163. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the means of Bylund et al to provide a plurality of 
penetrating members, a driver to operate the penetrating members, and a processor to 
control the driver, as per the teachings of Aceti et al, since it would provide an automatic 
and programmable means for penetrating he skin and obtaining a fluid sample. 

Bylund et al and Aceti et al, however, fail to disclose answering a plurality of 
questions, analyzing the responses to the questions, downloading programs, the 
questions are from a personality test, the answers are transmitted to the server for 
analysis, the answers are transmitted wirelessly using infrared; the updates are 
automatically downloaded after a period of time; the user enters a code to determine the 
type of user interface to be displayed; upgrading the user interface to a new one 
matching or suited for the user's age after a set period of time, yearly or on the user's 
birthday; alerting the user after a certain number of missed events; and email the result 
to an email account. 

Ware et al disclose a means for health assessment and monitoring and further 
disclose answering a plurality of questions, analyzing the responses to the questions, 
downloading programs, the questions are from a personality test, the answers are 
transmitted to the server for analysis, the answers are transmitted wirelessly using 
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infrared; the updates are automatically downloaded after a period of time; the user 
enters a code to determine the type of user interface to be displayed; upgrading the 
user interface to a new one matching or suited for the user's age after a set period of 
time, yearly or on the user's birthday; alerting the user after a certain number of missed 
events; and email the result to an email account. See Figures 7-1 through 7-10 and 8-1 
through 8-28; Paragraph 0067, 0113, 0114, 0141 and 0143. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the combination of Bylund et al and Aceti et al to include 
the ability to provide a list of questions and transmit the answers to a remote server, as 
per the teachings of Ware et al, since it is well known in the art to utilize networks, 
including wireless connections, to transmit data to and from computers as well as using 
remote sites to analyze data obtained from the local site. 

Response to Arguments 

16. Applicant's arguments with respect to claims 2-5 and 8 have been considered but 
are moot in view of the new ground(s) of rejection. 

Conclusion 

1 7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Szmal whose telephone number is (571)272-4733. 
The examiner can normally be reached on Monday-Friday, with second Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Brian Szmal/ 
Examiner, Art Unit 3736 

/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



